[Validation of sterilization processes].
Sterilization is a special process, where the results of processes (efficacy of sterilization) cannot be verified by subsquent inspection and testing of the product (the items sterilized). For this reason sterilization process must be validated. Validation of sterilization processes is required by Medical Devices Directive 93/42 EEC and GMP. Also the sterilization processes in the hospitals shall be validated. The validation of sterilization of processes as described in European Standards: EN 550--for ethylene oxide EN 554--for moist heat.